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patent’s eligibility for patent term
restoration. In a letter dated September
29, 1998, FDA advised the Patent and
Trademark Office that this medical
device had undergone a regulatory
review period, and that the approval of
MonostrutTM Cardiac Valve Prosthesis
represented the first permitted
commercial marketing or use of the
product. Shortly thereafter, the Patent
and Trademark Office requested that
FDA determine the product’s regulatory
review period.

FDA has determined that the
applicable regulatory review period for
MonostrutTM Cardiac Valve Prosthesis is
5,620 days. Of this time, 1,729 days
occurred during the testing phase of the
regulatory review period, while 3,891
days occurred during the approval
phase. These periods of time were
derived from the following dates:

1. The date a clinical investigation
involving this device was begun: May
14, 1982. FDA has verified the
applicant’s claim that the date the
investigational device exemption
required under section 520(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 360j(g)) for human
tests to begin became effective May 14,
1982.

2. The date the application was
initially submitted with respect to the
device under section 515 of the act (21
U.S.C. 360e): February 5, 1987. The
applicant claims May 8, 1986, as the
date the premarket approval application
(PMA) for MonostrutTM Cardiac Valve
Prosthesis (PMA P970002) was initially
submitted. However, FDA records
indicate that PMA P970002 was
submitted on February 5, 1987.

3. The date the application was
approved: September 30, 1997. FDA has
verified the applicant’s claim that PMA
P970002 was approved on September
30, 1997.

This determination of the regulatory
review period establishes the maximum
potential length of a patent extension.
However, the U.S. Patent and
Trademark Office applies several
statutory limitations in its calculations
of the actual period for patent extension.
In its application for patent extension,
this applicant seeks 730 days of patent
term extension.

Anyone with knowledge that any of
the dates as published is incorrect may,
on or before July 19, 1999, submit to the
Dockets Management Branch (address
above) written comments and ask for a
redetermination. Furthermore, any
interested person may petition FDA, on
or before November 15, 1999, for a
determination regarding whether the
applicant for extension acted with due
diligence during the regulatory review
period. To meet its burden, the petition
must contain sufficient facts to merit an
FDA investigation. (See H. Rept. 857,
part 1, 98th Cong., 2d sess., pp. 41–42,
1984.) Petitions should be in the format
specified in 21 CFR 10.30.

Comments and petitions should be
submitted to the Dockets Management
Branch (address above) in three copies
(except that individuals may submit
single copies) and identified with the
docket number found in brackets in the
heading of this document. Comments
and petitions may be seen in the
Dockets Management Branch between 9
a.m. and 4 p.m., Monday through
Friday.

Dated: May 4, 1999.

Thomas J. McGinnis,
Deputy Associate Commissioner for Health
Affairs.
[FR Doc. 99–12528 Filed 5–18–99; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is providing
notice of a memorandum of
understanding (MOU) between the FDA
and the United States Department of
Agriculture, Food Safety and Inspection
Service. The purpose of the MOU is to
facilitate an exchange of information
between the agencies about
establishments and operations that are
subject to the jurisdiction of both
agencies.
DATES: The agreement became effective
February 23, 1999.
FOR FURTHER INFORMATION CONTACT: Gary
L. Pierce, Office of Regulatory Affairs
(HFC–130), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301–827–5655.
SUPPLEMENTARY INFORMATION: In
accordance with 21 CFR 20. 108(c),
which states that all written agreements
and memoranda of understanding
between FDA and others shall be
published in the Federal Register, the
agency is publishing notice of this
MOU.

Dated: May 11, 1999.
William K. Hubbard,
Associate Commissioner for Policy
Coordination.
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[FR Doc. 99–12530 Filed 5–18–99; 8:45 am]
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